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DEGREE TO WHICH GUIDELINES MAY BE BINDING ON AN AGENCY AND A REGULATED PARTY
The guidelines developed by or for regulatory agencies may vary in their legal status and thus in their procedural implications. For example, OSHAfs guidelines (1980) appeared as regulations formally publishedf after opportunity for public comment, in the Federal Register, In contrast/ EPA's guidelines (1976)/ although eventually printed in the Federal Register, have never been officially subjected to public comment and do not purport to be regulations.
To appreciate the practical differences among the approaches that an agency might follow/ it is useful to distinguish three types of administrative documents: regulations (or/ synonymously/ rules)/ established procedures (a term we have devised to refer to agency pronouncements that are in some contexts referred to as guidelines) / and recommendations. There is no single authoritative definition of the latter two types of document. The discussion here is an attempt to reflect common understanding; it draws as well on the practice/ but not the terminology of one agency/ FDA (1982a) .* An illustration will illuminate the practical differences among these three types of documents. Suppose that an agency decides to adopt/ as one of its risk assessment guidelines/ the default option that benign tumors should be aggregated with malignant tumors in determining whether a mammalian bioassay demonstrates that an agent causes cancer in the test species. This guideline could be adopted as a regulation/ as what we term an established procedure/ or simply as a recommendation. For internal purposes/ it is not likely to matter which form the
*FDA officially recognizes three types of documents: binding regulations/ guidelines/ and recommendations. That terminology is potentially confusing here/ because we have given guidelines a special meaning/ connoting codified principles for risk assessment/ that diverges from FDA's legal definition. The reader is referred to the footnote at the beginning of this chapter for a more complete treatment of this discrepancy. We have therefore coined the substitute phrase established procedures, to describe any standards of criteria for fulfilling a regulatory requirement that the agency commits itself to follow until they are formally revoked or revised.